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-- The MAILING DATE f this communication appears nthec ver sheet with the corresp ndence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication{s) filed on 25 July 2003 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 3.6-8. 1 1, 13-15,20,21,50 and 51 is/are pending in the application. 

4a) Of the above claim(s) 13-15,20 and 21 is/are withdrawn from consideration. 

5) 0 Claim (s) is/are allowed. 

6) S Claim(s) 3.6-8 and 11 is/are rejected. 

7) K] Claim(s) 50-51 is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)\3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received In this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 11 9(e) (to a provisional application). 

a) O The translation of the foreign language provisional application has been received. 

1 5) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C, §§ 120 and/or 121 . 
Attachnient(s) 



1 ) □ Notice of References Cited (PTO-892) 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) [U Infomiation Disclosure Statement(s) (PTO-1449) Paper No(s). 



4) CD Interview Summary (PTO-413) Paper No(s). 

5) CH Notice of Infonnal Patent Application (PTO-152) 

6) 0 Other: 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 04-01) 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1,114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 7/25/03 
has been entered. 

The rejection of claims 3 and 6-8 under 35 U.S.C. 112, first paragraph, is 
withdrawn in view of applicant's arguments. 

Claim Objections 

The numbering of claims is not in accordance with 37 CFR 1 .126 which requires 
the original numbering of the claims to be preserved throughout the prosecution. When 
claims are canceled, the remaining claims must not be renumbered. When new claims 
are presented, they must be numbered consecutively beginning with the number next 
following the highest numbered claims previously presented (whether entered or not). 

Claims 50-51 , filed 6/25/03 were not entered. Therefore any new claim filed 
subsequence to 6/25/03 would have to be claim 50. 

Misnumbered claims 52-53 been renumbered 50-51. 



Election/R strictions 

Claims 3, 6-8, 11,13-15, 20-21 and 50-51 are pending. 
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In paper no. 7, applicant elected to prosecute the invention of Group II, claims 3. 
6-8 and 1 1 . At that time applicant also requested rejoinder in view of In Re Ochiai, In 
paper no. 15, mailed 4/24/03, product claim 11 was found allowable and therefore 
claims 13-15 and 21 were rejoinded. However, in the amendment filed 7/25/03, 
applicant has now amended claim 1 1 so that it is no longer allowable (see rejection 
below). Therefore, in view of this amendment, claims 13-15 and 21 have been 
withdrawn from consideration. 

Therefore, claims 3, 6-8 and 11 and 50-51 are currently under consideration. 
Claims 13-15 and 20-21 are withdrawn from consideration (claim 20 was 
withdrawn from consideration in paper no. 9, mailed 8/29/02). 



Claim Rejections - 35 USC § 112 

Claims 3, 6-8 and 1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification In such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The instant specification does not contain a written description of the invention in such 
full, clear, concise, and exact terms or in sufficient detail that one skilled in the art can 
reasonably conclude that applicant had possession of the claimed invention at the time 
of filing. 

The claims are drawn to isolated DNA molecules 

a) encoding a polypeptide comprising SEQ ID NO. 1 

b) encoding a polypeptide encoded by a sequence that is at least 90% identical 
to SEQ IDNO. 1. 

c) comprising SEQ ID No. 2 or 
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d) a sequence that is at least 90% identical to SEQ ID NO. 2. 

The claims are further drawn to host cells transfected with the above sequences. 

The specification discloses an isolated cDNA sequence, SEQ ID NO: 2, which 
encodes a predictive polypeptide sequence, SEQ ID NO. 1 . 

The instant disclosure of a single species of nucleic acid does not adequately 
describe the scope of the claimed genus, which encompasses a substantial variety of 
subgenera including full-length genes. A description of a genus of cDNAs may be 
acheived by means of a recitation of a representative number of cDNAs, defined by 
nucleotide sequence, falling within the scope of the genus or of a recitation of structural 
freatures common to members of the genus, which features constitute a substantial 
portion of the genus. Regents of the University of California v. Eli Lilly & Co., 119 F3d 
1559, 1569, 43 USPQ2d 1398, 1406 (Fed. Cir, 1997). The instant specification fails to 
provide sufficient descriptive information, such as definitive structural or functional 
features of the claimed genus of polynucleotides. There is no description of the 
conserved regions which are critical to the structure and function of the genus claimed. 
There is no description, however, of the sites at which variability may be tolerated and 
there is no information regarding the relation of structure to function. Structural features 
that could distinguish the compounds in the genus from others excluded are missing 
from the disclosure. Furthermore, the prior art does not provide compensatory structural 
or correlative teachings sufficient to enable one of skill to isolate and identify the 
polynucleotides encompassed and no identifying characteristic or property of the instant 
polynucleotides is provided such that one of skill would be able to predictably identify 
the encompassed molecules as being identical to those instantly claimed. 

Furthermore, the specification as filed does not provide adequate written 
description support for a polypeptide having at least 90% sequence identity to SEQ ID 
N0:1 . Polypeptides having diverse functions are encompassed by the phrase 90% 
identity. Thus a broad genus having potentially highly diverse functions is 
encompassed by the phrase 90% sequence identity" and conception cannot be 
achieved until reduction to practice has occurred, regardless of the complexity or 
simplicity of the method. For example, Skolnick et al. (Trends in Biotech., 18(1):34-39, 
2000) teach that the skilled artisan is well aware that assigning functional activities for 
any particular protein or protein family based upon sequence homology is inaccurate, in 
part because of the multifunctional nature of proteins (e.g., "Abstract" and "Sequence- 
based approaches to function prediction", page 34). Even in situations where there is 
some confidence of a similar overall structure between two proteins, only experimental 
research can confirm the artisan's best guess as to the function of the structurally 
related protein (see in particular "Abstract" and Box 2). Adequate written description 
requires more than a mere statement that it is part of the invention. The sequence itself 
is required. See Fiers v. Revel . 25 USPQ2d 1601, 1606 (CAFC 1993) and Amaen Inc. 
V. Chuqai Pharmaceutical Co. Ltd. . 18 USPQ2d 1016. 
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Since the disclosure fails to describe the common attributes or characteristics 
that identify members of the genus, and because the genus is highly variant, the 
disclosure of specific nucleotide sequences and the ability to screen, is insufficient to 
describe the genus. One of skill in the art would reasonably conclude that the disclosure 
fails to provide a representative number of species to describe and enable the genus as 
broadly claimed. 



Claims 50 and 51 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sheela J Huff whose telephone number is 703-305- 
7866. The examiner can normally be reached on Tuesday 5:30am-1 1 :30am and 
Fridays 6:00am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number Is 703-308- 



Allowable Subject Matter 



Conclusion 



1235. 
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